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REMARKS 

Claims 1, 3-46 and 51-72 are presented for the Examiner's review and consideration. In this 
response, claims 1, 6, 9, 10, 12, 15, 16, 18-21, 23, 25, 26, 30-32, 35, 36, 38, 40, 41, 43-46, and 
63-67 have been amended; claims 3, 17, 29, 34, and 39 have been canceled; and claims 68-72 are 
added. Applicant believes the amendments and accompanying remarks herein serve to clarify the 
present invention and are independent of patentability. No new matter has been added. 

Election / Restrictions 

The Rejection maintains a requirement for withdrawal of claims 63-67, citing a lack of the 
step "offsetting the patella". Accordingly, Applicant has herein amended claims 63-67 to 
positively recite offsetting the patella. Applicant respectfully submits there is no significant 
additional search burden on the Examiner, and that the maintenance of this restriction 
requirement would serve to prejudice the Applicant, increase costs, and further delay prosecution 
of the application, and in particular, would effectively unfairly curb the Applicant's ability to 
make narrowing amendments in furtherance of clarifying patentable subject matter. 

As such, Applicant respectfiilly submits that the Restriction Requirement is no longer 
applicable, and in light of the foregoing, Applicant respectfully requests that the Requirement for 
Restriction and Constructive Election be withdrawn, and that the withdrawn claims be examined 
on the merits. 

35 U.S.C. $102 Rejections 

Claims 1, 4, 6, 10-11, 28, 31, 34-35, and 41-42 were rejected under 35 U.S.C. §102(b) as 
being anticipated by Bonnell et al. (U.S. A,lQ'i,AAA, "Bonell"). For reasons set forth below, 
Applicant respectfully submits that this rejection should be withdrawn. 

Bonnell 

Bonnell discloses a rotary vacuum shaver which "comprises an external stationary tube 
having a side-facing, axially extending shaving port and an internal rotary blade capable of 
rotating at a slow speed, of the order of 200 rpm or below." (Abstract). "The invention [of 
Bonnell] has particular importance to surgery of the knee. . .to be able to remove the relatively 
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soft synovial material which is kelp-like and attached to the walls of the joint, the harder 
materials such as are fi)und in patients with chondromalacia of the patella, and the difficult to cut 
gristle-like materials of meniscal cartilage that are found in the knee joint." (C1L63-C2L2). 

Fig. 2 of Bonnell shows "the manner in which the surgeon's hands are used in manipulating 
the instrument relative to the patella." (C2L48-50). "By. . .watching the screen, and manipulating 
the instrument and the patella as shown in FIG. 2, the instrument is caused to swing back and 
forth under the patella to shave the synovial tissue which is shown in the TV picture." (C3L21- 
26). 

Thus, Bonnell discloses removing cartilage and gristle-like materials, but not cutting bone 
of the knee in preparation for arthroplasty, as recited in all of the independent claims of the 
instant application, with the exception of claim 65. As Bonnell does not suggest or teach 
arthroplasty, or replacing a portion of a joint, it cannot be deemed to anticipate any of these 
claims. 

In addition to positively reciting "knee arthroplasty", claims 1,10, and 31 have been 
amended to further recite, in claim 1, "replacing at least a portion of the articulating surface of a 
bone of the joint"; in claim 10, "cutting articular cartilage of the femur or tibia"; and in claim 31, 
"cutting articulating bone of the femur or tibia in preparation for a replacement articulating bone 
component". 

It is clear that merely cleaning up damaged tissue, as described in Bonnell, places far less 
demands on working within the joint space than replacing one or more joint surfaces. Moreover, 
Boimell does not suggest or teach a method of passing a joint replacement component through an 
arthroscopic port. Accordingly, Bonnell does not address the problems associated with 
arthroplasty, as recited in rejected independent claims 1,10, and 31. 

Accordingly, Applicant respectfiilly submits that claims 1,10, and 31 are patentable over 
Boimell. As claims 4, 6, and 28 depend from claim 1, claim 1 1 depends from claim 10, and claims 
34-35 and 41-42 depend from claim 31, these dependent claims necessarily include all the elements 
of their base claim. Accordingly, Applicant respectfully submits that the dependent claims are 
allowable over the cited references for at least the same reasons. 
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In light of the foregoing, Apphcant respectfully requests reconsideration and withdrawal of 
the §102 rejection. 

35U.S.C. §103 Reiection 

The following claims were rejected under 35 U.S.C. § 103(a) as being unpatentable over the 
cited references: 

Claims 12-20 over Bonnell in view of Caspari (U.S. Patent No. 5,171,276, "Caspari"); 

Claim 21 over Bonnell in view of Whitt (U.S. Patent No. 4,373,709, "Whitt"); 

Claims 1, 4-9, 16-17, 24-25, 28-46, 51-52 and 57-61 over Johnson et al (U.S. Patent No. 
5,683,469, "Johnson"), in view of Waddell (U.S. Patent No. 6,174,314, "Waddell"); 

Claim 3 over Johnson in view of Waddell, fiirther in view of Howell (U.S. Patent No. 
6,019,767, "Howell"); 

Claim 21 over Johnson in view of Waddell, further in view of Whitt; 

Claims 22-23, 54-56 and 62 over Johnson in view of Waddell, further in view of Wang et 
al. (U.S. Patent No. 6,102,850, "Wang"); 

Claims 26-27 over Johnson in view of Waddell, further in view of Gustilo; 

Claim 53 over Johnson in view of Waddell, further in view of Whitt; and. 

Claims 1, 4-9, 13-18, 24-25, 28-46, 51-52 and 57-61 over Haines (U.S. Patent No. 
5,643,272, "Haines") in view of Waddell. 

For reasons set forth below. Applicant respectfiilly submits that the rejections should be 
withdrawn. 

Caspari 

With respect to claims 12 and 20, Caspari discloses, for example, that "the body [of tibial 
component 12] can be grasped by an appropriate surgical instrument and placed in position on 
the tibial plateau" (C6L34-36), and "The cement can be inserted in the cement receiving 

chamber by means of a needle or syringe to be compatible with arthroscopic techniques" 
(C6L55-58). However, nowhere in Caspari is it suggested or taught how to implant tibial 
component 12 or any other arthroplasty component through an arthroscopic portal. With 
reference to the Figures of Caspari, it can be seen that tibial component 12 is sized to replace an 
entire articulating component, and clearly is too large to fit through an arthroscopic portal. 
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Accordingly, at best, Caspar! only suggests or teaches using arthroscopic procedures in 
conjunction with manipulating or gluing a replacement component, but not for inserting the 
component into the body. Thus, Caspari and Bonnell are not combinable to produce the claimed 

invention. 

Further, as Bonnell does not disclose arthroplasty, and as Caspari does not disclose 
arthroplasty while "displacing a patella in the knee portion of the leg from a normal position to 
an offset position with an iimer side of the patella facing inward" and "cutting articular cartilage 
of the femur or tibia while the patella is maintained in the offset position" as recited in claim 10, 
from which claim 12 depends, no combination of Caspari and Bonnell can be deemed to obviate 
the invention. Claim 19, from which claim 20 depends, contains similar recitations, and similar 
arguments therefore apply to claim 20. 

With respect to claim 21, as discussed above, Bonnell does not suggest or teach a knee 
arthroplasty, and particularly "cutting at least one of the articulating surface of the femur or tibia 
in preparation for an implant component to replace the cut articulating surface while the patella 
is in an offset position with an inner side of the patella facing inward", as recited in amended 
claim 21 . Whitt does not cure this deficiency. 

Johnson 

Fig. 8 of Johnson discloses "a schematic perspective view illustrating a resection of the 
patella femoral groove, cutting along the medial and lateral sides of the femoral trial". (C4L44- 
46). As fiirther stated in Johnson, "In FIG. 8, the trial femoral prosthesis 45 is shown affixed to 
the patient's distal femur 7. The distal femur is surgically prepared with anterior and posterior 
flat cuts that are parallel, a distal cut that is perpendicular to the anterior and posterior cuts, and 
chamfer cuts (anterior and posterior) that extend diagonally respectively between the distal cut 
and the anterior and posterior cuts. Such a surgical preparation of the distal femur 7 to receive a 
femoral prosthesis, or trial femoral prosthesis is known in the art." (C6L56-64). 

"In FIGS. 9-10, trial tibial prosthesis 10 has been installed by the surgeon on the patient's 
proximal tibial 9. The surgeon has also installed a trial femoral prosthesis 45 on the distal femur 
7." (C7L8-11). 

A schematic is defined as "of, pertaining to, or formed like an outline or diagram" 
(Wordsmyth). A diagram is defined as "a drawing, plan, or chart that makes clear the parts or 
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workings of something" (Wordsmyth). Applicant respectfully submits that the diagrams of 
Fig's. 8 and 9 of Johnson are not intended to indicate a specific position of the patella before, 
during, or after cuts are made on bones of the leg, but rather, the patella is diagrammed 
alternatively either removed, or extended away from the leg, in order to make clear the nature or 
manner of the cuts made on bones obscured from view by the patella. There is no supporting 
disclosure in the text of Johnson for offsetting the patella with "the articulating surface of the 
patella facing the femur" as recited in claims 1 and 63-67, or the patella "offset position with an 
inner side of the patella facing inward", as recited in claims 16, 19, 21, 23, 25-26, 30-31, and 43. 
Johnson, however, specifically states, as cited above, that the surgical preparation of the femur is 
carried out as known in the art, which at the time of Johnson was to evert, or flip over the 
patella, and move the patella aside. Additionally, the rejection acknowledges that Johnson does 
not, inter alia, disclose cutting the bone while the patella is not everted. 
Waddell 

In Waddell, "a method and apparatus for resectioning a human patella in a normal anatomic 
position during a total knee arthroplasty is disclosed". (Col. 5, In. 60-62). Using an adapter base 
such as base 12 or 212, the guide 10 is mounted directly on a component of the total knee 
system, such as the femoral or tibial trial. (Col. 6, In. 28-30). Typically, the knee should be held 
in a flexed position from 0 to 90 degrees, with 60 degrees being the preferred position. (Col. 7, 
In. 49-51). Waddell additionally states "...the patellar surface and adjacent component surfaces 
are determined with the patella in its non-everted anatomical alignment with the femur and tibia. 
First, the femoral trial, tibial trial, and any other final components are installed and the knee is 
held in the desired position." (C3L 17-22, see also C7L32-42). "When mounted on the medial 
side 322 of the femoral trial 320, as shown by example in FIGS. 4 and 5, there is access through 
the standard medial parapatellar incision." (C7L59-61). 

Waddell further states "The success of surgical techniques in total knee arthroplasty and 
patellar longevity is also influenced by the tools available to the surgeon. Presently, suitable 
instrumentation systems and cutting guides for the tibial and femoral components are known in 
the art." (C2L15-21). 

Thus, in Waddell, the patella is not cut until at least the femur is cut, and a trial implant or 
total knee system has first been placed on the femur. Further, in order to use the cutting guide of 
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Waddell, a standard parapatellar incision is made. More particularly, Waddell does not suggest 
or teach positioning the patella in a normal orientation when the upper or lower leg is cut, or that 
the patella is not everted when the upper or lower leg is cut. In fact, Waddell suggests that the 
standard prior art technique of cutting the femur or tibia is appropriate, and this technique, at 
the time of Waddell, was to evert the patella. This is not inconsistent with the remaining 
teachings of Waddell, as Waddell is concerned with making an accurately located patellar cut, 
and therefore teaches placing the patella in a normal orientation only at the time the patella is 
cut, which is after, at least, the femoral cut is made, as there is a necessity in Waddell for a 
femoral trial to be installed beforehand. 

There is therefore no supporting disclosure in either Bonnell or Waddell for offsetting the 
patella with "the articulating surface of the patella facing the femur. . .and cutting bone of the leg 
while the patella is maintained offset from a normal position and not everted" as recited in 
claims 1, or "cutting the inner side of the patella. . .prior to resecting the femur or the tibia, while 
the iimer side of the patella faces towards a posterior portion of the knee portion of the leg", as 
recited in claim 16. Similarly, neither reference suggests or teaches, at least, "cutting at least one 
of the articulating surface of the femur or tibia in preparation for an implant component to 
replace the cut articulating surface while the patella is in an offset position with an inner side of 
the patella facing inward" as recited in amended claim 21; "cutting articulating surface bone of 
the femur or tibia in preparation for an implant operative to replace the cut articulating bone, 
while the patella is in the offset position" as recited in claim 23; or "cutting articulating surface 
bone of the femoral or tibial portion of the leg while maintaining the patella in the offset 
position", as recited in amended claim 30. Claims 31 and 43 contains similar recitations. 

With respect to claim 19, Caspari does not suggest or teach, at least, "cutting the inner side 
of the patella in the knee portion of the leg, wherein the iimer side of the patella faces towards a 
posterior portion of the knee portion of the leg and includes removing at least a portion of the 
inner side of the patella, while no bone of the joint extends to pass outside the body through 
said incision", as Caspari does not suggest or teach a minimally invasive technique that does not 
require full exposure of the knee. 

With respect to claim 25, no citations are provided with respect to the asserted references, 
Bonnell, Caspari, or Haines. Applicant respectfixUy suggest the references do not suggest or 
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teach, at least, "effecting relative movement between the upper and lower portions of the leg, 
thus exposing the second portion of the leg through the incision, thereby enabling cutting bone of 
the leg on the second portion through the incision while maintaining the patella in the offset 
position". As Applicant has requested previously in this application, it is important that citations 
are provided within the cited references, so the Applicant may have a fair opportunity to 
understand and respond to the rejection, and advance prosecution of the application. In fact, the 
rejection cites numerous claim elements, for example from the bottom of page 7 through to the 
start of page 10, without a single citation within a reference. 

As stated in a previous response, a failure to provide citations within the references delays 
prosecution, and prejudices the Applicant. In addition, the Office Actions do not meet the 
requirements of MPEP §§707.07, 2142, and 2 143. 01 (IV), and 37 C.F.R. §§1.104 (particularly 
1 . 1 04(c)(2)) and 1.113. Applicant respectfully reiterates its request that, in order to expedite and 
advance prosecution of this application, the requisite supporting citations and rationale are 
provided in Office Communications at the time the Communication is issued, or that any finality 
is removed so that Applicant may have a reasonable opportunity to understand and address the 
rejection. 

Applicant appreciates that there are numerous claims in the instant application, and a full 
and complete response is perhaps burdensome to the Examiner. However, Applicant respectfully 
notes that it has paid the required fees, which have been significant, for a full opportunity to have 
all the claims fairly examined. 

With respect to claim 26, as described above. Applicant respectfully submits that neither 
Johnson nor Waddell suggest or teach "cutting bone of the femur or tibia while maintaining the 
patella in the offset position", as recited in amended claim 26. Gustilo does not remedy this 
deficiency. 

Haines 

Fig. 1 1 of Haines is cited for disclosing "displacing a patella in the knee portion of the leg 
from a normal position to an offset position". With respect to Fig. 11, Haines states "FIG. 1 1 
shows an embodiment of the cutting guide for use when the patellar tendon, the patella, or the 
quad tendon interferes with the placement of the other cutting guides of the present invention. As 
shown in FIG. 11, the cutting guide 320 may be directly interconnected with the alignment rod, 
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and positioned on the tibia as hereinbefore set forth. Basically, this embodiment of the invention 
includes only one cutting guide. The cutting guide 320 and the cutting guide slot 322 may be 
wider than in the previous embodiments to help stabilize the milling bit in operation. In this 
embodiment, the milling bit may be first plunged across the tibia, and then moved therealong. 
The milling bit may be spring loaded to increase resistance as it is plunged through the cutting 
guide to bias the bit against being plunged too far across the tibia to cause damage to the tissue 
about the tibia. Additionally, a support member, not shown, could be provided to extend from the 
cutting guide 320, over and across the tibia to the other side thereof where it could have a slot to 
capture the milling bit and provide additional support thereto." (C10L21-39). 

Accordingly, Fig. 1 1 and associated text do not suggest or teach any particular position of 
the patella, other than it "interferes with the placement of the other cutting guides" of Haines. 
Fig. 1 1 is clearly diagrammatic, as an arrow indicates an interfering position of the patella, and 
the patella is shown extended abnormally far from the knee joint, suggesting it would clearly be 
out of interference. Notwithstanding the foregoing, the patella is shown in a non-normal 
orientation. Additionally, the rejection admits that Haines does not explicitly state whether the 
patella is everted. 

Applicant notes that with respect to Haines, as well, aside from a reference to Fig. 1 1, no 
supporting citations arc provided within Haines for all of the remaining claim elements, which 
are listed from page 16 through 19. 

The arguments presented above with respect to Waddell apply equally to a combination 
with Haines. Accordingly, no combination of Haines and Waddell produces the invention as 
recited in claims 1, 16, 21, 23, 25-26, 30-31, 43, and 63-67, as detailed above. 

Accordingly, Applicant respectfully submits that claims 1, 10, 16, 19, 21, 23, 25-26, 30-31, 
43, and 63-67 are patentable over a combination of the cited references. As claims 3-9, 13-15, 
18, 22, 24, and 28-29 depend from Claim 1; 1 1-12 from 10; 17 from 16; 20 from 19; 27 from 26; 
51-62 from 30; 32-42 from 31; and 44-46 from 43, these dependent claims necessarily include 
all the elements of their base claim. Accordingly, Applicant respectfiilly submits that the 
dependent claims are allowable over the cited references for the same reasons. 

In light of the foregoing. Applicant respectfiilly requests reconsideration and withdrawal of 
the section 103 rejections. 
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Conclusion 

In the light of the foregoing remarks, this application is now in condition for allowance and 
early passage of this case to issue is respectfully requested. If any questions remain regarding 
this amendment or the apphcation in general, a telephone call to the undersigned would be 

appreciated since this should expedite the prosecution of the application for all concerned. 

A fee for a 3 month extension of time is believed to be due and is being paid via credit card. 
However, please charge any other required fee (or credit overpayments) to the Deposit Account 
of the undersigned. Account No. 503410 (Docket No. 780-A03-012B). 

Respectfully submitted, 

/ Paul D. Bianco / 

Paul D. Bianco, Reg. # 43,500 

Customer Number: 33771 

FLEIT GIBBONS GUTMAN BONGINI & BIANCO P.L. 

21355 East Dixie Highway, Suite 1 15 

Miami, Florida 33180 

Tel: 305-830-2600; Fax: 305-830-2605 

e-mail: pbianco@fggbb.com 
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